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510 (k) Summary for the SonIxTABLET Ultrasound Scanner

DEC 2 1 2010

This summary of safety and effectiveness is provided as part of this Premarket Notification in
compliance with the Safe Medical Devices Act of 2009 revision to 21 CFR, Part 807.92, Content and
format of a 510(k) summary.

1.0 Submitter Information

1.1 Submitter

Ultrasonix Medical Corporation
130-4311 Viking Way
Richmond, British Columbia
Canada V6V 2K(9
(t) 604-279-8550
(f) 604-279-8559

1.2 Contact

Chas Yu, Quality Assurance Manager
(t) 604-279-8550 x 152
(f) 604-279-8559
(e) chas.yu@ultrasonix.com

1.3 Date Prepared

July 31, 2010

2.0 Device Name

2.1 Common Name

Ultrasound Imaging System

2.2 Proprietary Name

SonIxTABLET Ultrasound Scanner

2.3 Classification Name

FIR Number Product Code
Ultrasonic Pulsed Doppler Imaging System 892.1550 90-IN
Ultrasonic Pulsed Echo Imaging System 892.1560 90-PlO
Diagnostic Ultrasound Transducer 892.1570 90-ITX
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2.4 Classification

Class 11

2.5 Predicate Device:

Sonix Ultrasound Scanner (K093462)
Sonix TOUCH Ultrasound Scanner (K083095)
SONIX MDP Ultrasound Scanner (K080935)

2.6 Reason for submission:

Name change request

N/A
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New product clearance for:

SonixTABLET Ultrasound Scanner

Supporting Transducers:
* 4DC7-3/40
* 4DEC9-5/1O
* 4DL14-5/38
* BPL9-S/55
* BPC8-4/1O
* C5-2/60
* C5-2/6O GPS
* C7-3/50
* MC9-4/12
* EC9-5/1O
" EC9-5/1O GPS
" HST15-8/20
* 19-4/38
* 114-5/38
* L14-5/38 GPS
* L14-5W/60
* PA7-4/12
* SA4-2/24
* mTEES-3/5
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2.7 Device description

The SonixTABLET Ultrasound Scanner is a new multi-purpose mobile, software controlled
diagnostic ultrasound system with on-screen thermal and mechanical indices related to
potential blo-effect mechanisms. Its function is to acquire primary or secondary harmonic
ultrasound echo data and display it in B-Mode, M-Mode, Pulsed (PW) Doppler Mode,
Continuous (CW) Doppler Mode, Color Doppler Mode, Amplitude Doppler Mode, a
combination of modes, or Harmonic imaging on a Flat Panel Display. The user interface
includes specialized controls, a minimized computer keyboard, and touch panel on an
ergonomic console.

The system has an optional electrocardiography (ECG) display feature and support for a 3-
lead ECG cable assembly. The systems provide measurement capabilities for anatomical
structures and fetal biometry that provide information used for clinical diagnostic
purposes. The system has a PW and CW audio output feature and cine review, image
zoom, labeling, biopsy, measurements and calculations, image storage and review,
printing, and recording capabilities. The systems include a Digital Imaging and
Communications (DICOM) module which enables storage.

The system is designed for use in linear, convex and phased array scanning modes, and
supports linear, convex, microconvex and phased array probes.

The biopsy kits are accessories to the SonixTABLET Ultrasound Scanner. These accessories
are made up of a polymeric bracket. There are features on the bracket that prevent the
bracket from being oriented incorrectly when attached to the transducer. The brackets are
not sterile and will be covered with a sterile sheath prior to use. These brackets are
designed to accept and retain the needle guides in a mechanically secure way through the
medium of the sterile sheath. The brackets are reusable. The needle guide is a separate
sterile polymeric part that attaches to the bracket through a sterile sheath. The needle
guides will support various sized needles. The needle guides are sold in sterile kits that
contain multiple needle guides, sterile sheaths, ultrasound transmission gel, and bands.

Frequency Range 2-40MHz
Transducer types Linear array

Curved array
TEE array
Intracavity array
Phased array
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The SonixTABLET Ultrasound Scanner is designed to comply with the following standards and
the system follows Track 3.

Reference Title FDA Recognition
Number _____________________________ Number

IEC 60601-1 lEO 60601 -1, Medical Electrical Equipment - Part 1: General 5-4
Requirements for Safety, 1988; Amendment 1, 1991 -11,

____________Amendment 2,1995.
lEG 60601-1-2 IEC 60601-1-2, Medical Electrical Equipment - Part 1-2: General 5-34

Requirements for Safety - Collateral standard: Electromagnetic
Compatibility - Requirements and Tests (Edition 2:2001 with
Amendment 1:2004; Edition 2.1 (Edition 2:2001 consolidated

______________with Amendment 1:2004)). _________

IEC 60601-2-37 lEG 60601-2-37 (2004) (2005) Amendment 2, Medical electrical 12-1 98
equipment - Part 2-37: Particular requirements for the basic
safety and essential performance of ultrasonic medical
diagnostic and monitoring equipment.

AlUM AOL Acoustic Output Labeling Standard for Diagnostic Ultrasound 12-1 93
Equipment Revision 1 - A standard for How Manufacturers
Should Specify Acoustic Output Data

AlUM RTD1- Standard for Real - Time Display of Thermal and Mechanical 12-140
2004 Acoustic Output Indices on Diagnostic Ultrasound Equipment

Revision 1

3.0 Summary of Intended Uses

The SonixTABLET Ultrasound Imaging System is intended for the following applications:
Abdominal, Cardiac, lntraoperative Neurological, Fetal, Pediatric, Small Parts, Neonatal / Adult
Cephalic, OB/GYN, Transesophageal, Transrectal, Transvaginal, Peripheral Vascular,
Musculoskeletal conventional, Musculoskeletal superficial, Pelvic, Nerve block, Vascular
Access, Transcranial

The system also provides the ability to measure anatomical structures {fetal, abdominal,
pediatric, small organ, cardiac, transrectal, transvaginal, peripheral vessel, musculo-skeletal)
and calculation packages that provide information to the clinician that may be used
adjunctively with other medical data obtained by a physician for clinical diagnosis purposes.
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4.0 Comparison to Predicate Device

The SonixTABLET Ultrasound Scanner is substantially equivalent to the predicate devices listed
below with respect to intended use/indications for use, principles of operation and
technological characteristics.

The SonixTABLET Ultrasound Scanner includes a digital beamformer that is similar in function
to the predicate devices beamformer. It allows transmitting and receiving signals through the
ultrasound transducers. The ultrasound transducers are similar to the ones used on predicate
devices.

The backend processing is also similar to the predicate devices and yields an ultrasound image
in realtime for diagnosis purposes.

Sonix Ultrasound Scanner (K093462)
Sonix TOUCH Ultrasound Scanner (K083095)
Sonix MIDP Ultrasound Scanner (1(080935)

5.0 Technological characteristics

The technological characteristics are substantially similar to that of the predicates. The device
operates identically to the predicate devices in that piezoelectric material in the transducer is
used as an ultrasound source to transmit sound waves into the body. Sound waves are
reflected back to the transducer and converted to electrical signals that are processed and
displayed as 20 or M-mode images. Doppler shift caused by blood flow is displayed as Color
Flow, or as spectrum analysis. The modes of this device (2D), PW Doppler, Color Flow Mapping
Doppler, Power Doppler, Continuous Wave Doppler) are the same as the predicate devices
identified in item 2.5. Transducer patient contact materials are biocompatible.

The beam forming architecture is very similar to that of the predicate devices. The receiving
and processing hardware is similar but innovative in that it is a programmable system made of
2 building blocks, which can be reconfigured to operate the system in any imaging mode.

The parameters used to adjust image quality are the same as that seen in the predicates. This
includes the use of TGC gain, depth control, base control and angling, among others.
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6.0 Safety considerations

As track 3 ultrasound device, the SonixTABLET Ultrasound Scanner is designed to comply with
the "Standard For Real Time Display Of Thermal And Mechanical Acoustic Output Indices On
Diagnostic Ultrasound Equipment (2004)" published by the National Electrical Manufacturers
Association as UD-3.

With respect to limits on acoustic outputs, the SonixTABLET Ultrasound Scanner complies with
the guideline limits set in the September 9, 2008 revision of 510(k) Diagnostic Ultrasound
Guidance.

With regard to general safety, the SonixTABLET Ultrasound Scanner is designed to comply with
IEC 60601-1 (1988) Medical Electrical Equipment, Part 1: General Requirements for Safety, and
IEC 60601-2-37: Particular Requirements For The Safety Of Ultrasonic Medical Diagnostic And
Monitoring Equipment.

The devices' acoustic output limits are:

ISPTA (d) 720mW/c M2

TIS/TIB/TIC 0. 1 -4.0 (Range)
Mechanical Index (IMl) 1.9 (Maximum)
ISPPA (d) 0 - 700W/c M2 (Range)

The limits are the same as predicate Track 3 devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

DEC 2 1 2010
IUitrasonix Medical Corporation
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
1394 2 5th Street NW
BUFFALO MN 55313

Re: K102997
Trade/Device Name: SonixTABLET Ultrasound Scanner
Regulation Number: 21 CPR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, and ITX
Dated: December 3, 20 10
Received: December 6, 2010

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, and
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against
misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for use
with the SonixTABLET Ultrasound Scanner, as described in your premarket notification:

Transducer Model Number

4DC7-3/40 Motorized Convex Radius
4DEC9-5/1O0 Motorized Mieroconvex Endocavity Radius

4DL 14-5/38 Motorized Linear
BPL9-5/55 Linear Biplane

BPC8-4/10 Microconvex Endocavity Biplane
C5-2/60 and C5-2/60 GPS Convex

C7-3/50 Convex
MC9-4/ 12 Microconvex

EC9-5/10 AND EC9-5/l0 GPS Microconvex Endocavity Radius
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lFIST 15-8/20 Linear
L9-4/38 Linear

L 14-5/38 AND L 14-5/38 GPS Linear
1-14-5W60 Wide Linear
PA7-4/l2 Phased Array
SA4-2/24 Phased Array

mnTEE8-3/5 Transesophageal Phased Array Radius

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major. regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 895. In addition, FDA may publish
further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all
the Act's requirements, including, but not limited to: registration and listing (21 CFR Part 807);
labeling (21 CER Part 801); good manufacturing practice requirements as set forth in the quality
systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product radiation control
provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket notification.
The FDA finding of substantial equivalence of your device to a legally marketed predicate device
results in a classification for your device and thus permits your device to proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please go
to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucml I 5809.htin for the
Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21ICFR Part 807.97).
For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to litto://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the
CDRI-'s Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahram Vaezy at
(301) 796-6242.

Sncerlyos

avid G.Bon hD

Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

5 10(k) Number (if known):
Device Name: SonixTABLET Ultrasound Scanner
Indications For Use:

The SonixTABLET Ultrasound Scanner is intended for the following applications:
Abdominal, Cardiac, I ntraolperative Neurological, Fetal, Pediatric, Small Parts,
Neonatal/ Adult Cephalic, OB/GYN, Transesophageal, Transrectal,Transvaginal,
Peripheral Vascular, Musculoskeletal conventional, Musculoskeletal superficial,
Pelvic, Nerve Block, Vascular Access, Transcranial.

The system also provides the ability to measure anatomical structures {fetal,
abdominal, pediatric, small organ, cardiac, transrectal, transvaginal, peripheral
vessel, musculoskeletal} and provides calculation packages that provide
information to the clinician that may be used adjunctively with other medical data
obtained by a physician for clinical diagnosis purposes.

Prescription Use _X___ AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Su~bpart 0) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER
PAGE IF N EEDE D)

Concurrence of CDRH, ._LL Ozzw

;;Z 77Pagel1of 1 _

Diiion of Radiological Devices
Office of in Vitro Diagnostic Device Evaluation and Safety

510K



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

SONIXTARLET ULTRASOUND SCANNER
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human hod y as follows:

Mode of Operation _____

Clnia Mplcto P CWv Color Power Combined OtherB M Doppler Doppler Doppler Doppler Modes'2  
(Notes]

Ophthalmic

Fetal N N N N N N N4 [3-8,11]

Abdominal N N N IN N N N N [3-8,111

Intraolperalive'

lntraoperalive Neurological N N N N N N N [3-6.8[

Pediatric N N N N N N N N[-,1

Small Organ2  
N N N N N N N (3-8,11]

Neonatal Cephalic N N N N N N N [3-6.8.111

Adult Cephalic N N N N N N N N [3-6,8,1 11

Cardiac N N IN N N N N N [3-l,11

Transesophageat N N N N N N N

Transrectal N N N N Nt N N N [3-8,1IJ

Trarlsvaginal N N N N N N N [3-8.11]

Transurethral

Transcranial N N N N N N N N 13-6.81_

Peripheral Vascular N N N N N N N (3-6,8,10,11I

La pa rosco pi c

MSK Conventional N N N N N N IN [3-0.111

MSK superficial N N N N N N N (3-0.11]

Vascular Access N N N N N N N (3-8,10.11)

Nerve Block' N NE N N N N (3-6,8-9,111

Other

N = New indication

Notes:
1 . Abdominal organs and vascular
2. Breast, Thyroid, Testicle (Division SIgniOf
3. Etastography Division of Radiological Devices
4. Panoramic Imaging Office of In Vitro Diagnostic Device Evaluation and Safety
5. Compound Imaging
6. Freehand 3D Imaging 5101 OK C)-'- 'i
7. Live 3D/4D Imaging
B. Imaging for guidance of biopsy
9. Imaging for guidance of nerve block injections
10. Imaging for guidance of central or peripheral lines
11. Volume Navigationlimage FusionISoniG~i (avaliable only with the GPS transducers)
12. B/M, 8/PW Doppler or CW Doppler, BIC/PW Doppler (Triplex) or CW Doppler (Triplex CW), BlPower Doppler/PW Doppler or CW Doppler,

Simultaneous Color Doppler or Power Doppler.

Prescription Use Only



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

4DC7-3/40 Motorized Convex Radius Transducer
Intended use; Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application
Blnia Mplcto W cwv Color Power Combined OtherB M__ Doppler Doppler Doppler Doppler Modes"2  

[Notes]

Ophthalmic

Fetal P P P 38

Abdominal P , P P PP 38

lntrmperativel

fintrrnperative Neurological

Pediatric P, P PI, P1P 38

Small Organ' P P 38

Neonatal Cephatic

Adult Cephalic

carriac

Trantsesopthageal

Transrectal

Transvaginal

Transurelhiral

Transcranial

Peripheral Vascular

Lapiarscopic

MSK Conventional P P P P P, P, p (3-81

MSI< Superficial P P P1P P P P (3-8]

Vascular Access

Nerve Block

Other

N = New indication; P =Previously cleared under K093462

Notes:

1 .Abdominal organs and vascular
2, Breast. Thyroid. Testicle (-~ Division -Sign-Off)
3. Elastography Division of Radiological Devices
4. Panoramic Imaging Office of In Vitro Diagnostic Device Evaluation and Safety
5. Compound Imaging
6. Freehand 3D Imaging 510K r\'ud 9l
7. Live 3D/4D Imaging
8. Imaging for guidance of biopsy
9. Imaging for guidance of nerve block injections
10. Imaging for guidance of central or peripheral lines
11. Volume Navigation/image Fusion/SonixGpSTM (available only with the GPS transducers)
12. 8/M, BJPW Doppler or CW Doppler. 8/C/PW Doppler (Triplex) or CW Doppler (Triplex CW). 8/Power Doppler/PW Doppler or CW Doppler.

simultaneous Color Doppler or Power Doppler.

2
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
4DECg-sflo Motorized Microconvex Endocavity Radius Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows;

Mode of Operation
Clinical Application

8 M PW cw Color Power Combined OtherDoppler Doppler Doppler -Doppler Modes" [Notes]
Ophthalmic

Fetal

Intreoperative'

NPewindricato;P=Peiul lae ne 036

1Sbmnl organs nasua

3. u Ce grphylic1 
o f a i lo i a D ~ e

4. a n e o m m i a g inf 
i e o i i r o D a n siae i e E v l a i n a d S f t

5. CmponIagingP P PP P 3B

9 K Imaginoalac fnrebokIjcin

10. Imagingforidia nc fet rprpea ie

Seimtn Coloreoler oerer udper.K936

P.reastyo d Usestnly



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

4DL14-5/38 Motorized Linear Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Blnia Mplcto PI CW Color Power Combined OtherB Q oppler Doppler Doppler Doppler Modes' INotes!

Ophthalmic

Fetal

Abdominal P P, P P P p P (3-B1

In Iram0pe ralive'

Intraoperative Neurological

Pediatric P ' PIp P p p3 (3-

Small Organ2 P P p p p P P 13-11]

Neonatal Cephalic

Adult Cephaic:

Car diac

Tra nseso pha9e al

Irassectal

Transvagnal

Transurethiral

Transcranial

Peripheral Vascufar

La pa ro sso pis

MSK Conventional P p p P P P P (3-8

MSI< Superficial P P P P P P P [3-8]

Vascular Access P P P P p P 13-8,101

Nerve Block P P P p p p Pj3Pgj

OtherII

N = New indication: P =Previously cleared under K(093462

Notes:

1 Abdominal organs and vascular
2. Breast, Thyroid. Testicle (Division Sign-Off)
3. Elastography Division of Radiological Devices
4. Panoramic Imaging mce of In Vitro Diagnostic Device Evaluation and Safety
5. Compound Imaging
6. Freehand 30 Imaging
7. Live 30/40 Imaging 510K-C
B. Imaging for guidance of biopsy
9. Imaging for guidance of nerve block Injections
10. Imaging for guidance of central or peripheral lines
11. Volumne Navigation/image FuslonJ~onixGPSM (available only with the GPS transducer)
12. B/I, B/PW Doppler or OW Doppler, B/C/PW Doppler (Triplex) or OW Doppler (Triplex CWf, B/Power Doppler/PW Doppler or OW Doppler,

Simultaneous Color Doppler or Power Doppler.

4
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

BPL9-5I55 Linear Endocavity Biplane Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

ClnclApiainB M PW CW Color Power Combined Other
Doppler Doppler Doppler Doppler Modes" (Notedl

Ophthalmic

Fetal

Abdominal

lntraoperative'

Intraolperative Neurological

Pediatric

Small Organ'

Neonatal Cephalic

Adult Cephalic

Cardiac

Iransesophageal

Transrectal P P P 1 P P p P 13-6,81

Transvaginal

Transureth rat

Iranscranial

Peripheral Vascular

Laparoscopic

MSK Conventional

MSK Superficial

Vascular Access

Nerve Block

OtherI

N = New indication; P Previously cleared under K093462

Notes:

1 . Abdominal organs and vascular
2. Breast, Thyroid, Testicle
3. Elastography(Dvso inf)
4, Panoramic Imaging Division of Radiological Devices
5. Compound Imaging office of In Vitro Diagnostic Device Evaluation and Safety
6. Freehand 3D Imaging
7. Live 3D14D Imagingb
8 Imaging for guidance of biopsy 610K
9, Imaging for guidance of nerve block injections
10. Imaging for guidance of central or peripheral lines
11. Volume Navigaliorilmage FusioalSonEiGPSTM (available only with the GPS transducer)
12. BIM, B/PW Doppler or CW Doppler, B/CIPW Doppler (Trplex) or OW Doppler (Triples CW), B/Power Doppler/PW Doppler or CW Doppler,

Simultaneous Color Doppler or Power Doppler

Prescription Use Only



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

BPCB-4/10 Microconvex Endocavity Biplane Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Msode of Operation _____

Clinical Application P
BC M W oo Power Combined Other

______________________Doppler Dopler Dope Doppler Mlodes1
2 [Notes)

Ophthalmic

Fetal

Abdominal

ltromperalivet

tnlraoporative Neurological

Pediatric

Small Organ'

Neonatal Cephalic

Adult Cephalic

Cardiac

I ra nsaso phageal

Transrectal P P P P P P p P [3-6.81

Transvaginal

Transurelhral

Transcranial

Peripheral Vascular

Laparoscopic

MSK Conventional

MSK Superficial

Vascular Access

Nerve Block

Other

N - New indication; P Previously cleared under K093462

Notes:
1 Abdominal organs and vascular
2. Breast, Thyroid, Testicle I Diison Sigiv0ff)

3. PlanoraipIagn Division of Radiological Devices
4. Cmond Imaging Office of In Vitro Diagnostic Device Evaluation and Safety

6. Freehand 3D Imaging
7 Live 30140 Imaging 510K<
8& Imaging for guidance of biopsy
9. Imaging for guidance of nerve block injections
10. Imaging for guidance of central or peripheral lines
11. Volume Navigationimage FusionJSonixGpSTM (available only with the GPS transducer)
12. B/Mv, B/PW Doppler or CW Doppler, B/CIPW Doppler (Triplex) or OW Doppler (Triples OW). B/Power Ooppler/PW Doppler or CW Doppler,

Simultaneous Color Doppler or Power Doppler.

6
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

C5-2/60 and C5-2160 GPS Convex Transducers

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B PW CW Color Power Combined Other
__________________M_ Doppler Doppler Doppler Doppler Modes1 ' [Noles]

Ophthalnic

Fetal P P P P IP P P [3-6,8.111

Abdominal P P P P P P P [3-6,8,111

Intra operative'

lntraolperative Neurological

Pediatric P PP P P P [3-6,8.11]

Smart Organ 2  
P, P P P ? P [3-6,8.11)

Neonatal Cephalfic

Adult Cephalic

Cardiac P P P P P P P [3-6,8,lf1

T ra nsaeso pha a a

Transreclal

I ra nsavaginsa

Trarnsurethra[

Iran scanial

Peripheral Vascular P P P P P p P [3-6.8.11]

Laparoscopic

M51< Conventional P P P p P P P (3-6.8.1 11

MSK Superficial P 2 P P P P P 13-6,8,11]

Vascular Access

Nerve Block

Other

N = N-ew indication; P = Previously cleared underK1093462

Notes:

1. Abdominal organs and vascular
2. Breast, Thyroid, Testicle - DMnnlg-mt3. Elastography
4. Panoramic Imaging Division of Radiological Devices
5. Compound Imaging Office of In Vitro Diagnostic Device Evaluation and Safety
6. Freehand 3D Imaging
7. Live 3D/4D Imaging 510K -E I :q q
&. Imaging for guidance of biopsy
9. Imaging for guidance of nerve block injections
10. Imaging for guidance of central or peripheral lines
11. Volume Navigatioa/lmage FusidniSonixePS (available only with the OPS transducer)
12. B/M, B/PW Doppler or CW Doppler, B/C/PW Doppler (Triplex) or OW Doppler (Triplex OW), B/Power Doppler/PW Doppler or OW Doppler,

Simultaneous Color Doppler or Power Doppler.

7
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

C7-3150 Convex Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________

Clinical Application B' e vv Cw Color Power Combined Other
Doppler Doppler Doppler -Doppler Modes"i [Notes]

Ophthalmic

Feit p p P P P P p 3-6.81

Abdominal P P p P P P P 13-6,81

InIra ope ratiye'

Inlirroperative Neurological

Pediatric P P P P P P P [3-6.81

Small Organ2  
P P P P P P P [3-6,81

Neonatal Cephalic

Adult Cephalic

Cardiac P P p P P P P [3-5,81

T ra nse sop hag ea I

Transrectal

Tra nsvaginal

Transureffhral

I ra nsets nia

Peripheral Vascular P P P P P P, P [3-681

Lapa rosco ptc

MSK Conventional P P P P P P P [3-,8

MSK Superficial P P P, P P P P 13-6.81

Vascular Access

Nerve Block

Other

N - New indication: P =Previously cleared under K093462

Notes:
1. Abdominal organs and vascular
2. Breast, Thyroid, Testicle
3. Elastoigraphy 4(visio Sign-ottf
4. Panoramic Imaging Division of Radiological Devices
5. Compound Imaging Office oflIn Vitro Diagn~ostic Device Evaluation anid Safety
6. Freehand 3D Imaging
7* Live 3D14D Imaging 510K \p cI n
8* Imaging for guidance of biopsy
9. Imaging for guidance of nerve block injections
10, Imaging for guidance of central or peripheral lines
11. Volume NavigationiImage Fusion/SonxGPS'm (available only with the GPS transducer)
12. B/M. B/PW Doppler or CW Doppler, B/C/PW Doppler (Triplex) or CW Doppler (Triplex CW), B/Power Doppler/PW Doppler or CW Doppler,

Simultaneous Color Doppler or Power Doppler.

8

Prescription Use Only



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

MGO-4/12 Microcorivex Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

I __ Mode of Operation
Clinical Application apw CWv Color Power Combined Other

Doppler Doppler Doppler Doppler Modes'' [Notes]

Ophthalmic

Fetal

Abdominal P P P P P P P [3-6.81

fintirauperative'

Inlroperative Neurological

Pediatric P P PP PP P [3-6.81

Small Organ' P P P P P P P [3-6.8)

Neonatal Cephalc, P P PIP P P P 13-6.81

Adult Cephalic P P PP I P P (3-6.8]]

Cardiac

Transesophageal

Transrectal

Transvagtnal

Transurethral

Trans cranial P P. P P P P P [3-6,B]

Peripheral Vascular P P P P P, P P [M-,8,10]

La pa rosco pic

MSK Conventional P P P P P, P P [3-6.8]

MSK Superficial P P P P PP P [3-6.8]

Vascular Access P P P? P P P [P6.11,101

Nerve Block P P ? P P PP P [3-.8-9j

Other

IN = New Indication; P - Previously cleared under K093462

Notes:

1 ,Abdominal organs and vascular
2. Breast, Thyroid, Testicle (iiinSOf3. Elastography Division Of Radiological Devices4, Panoramic Imnaging Office Of In Vitro Diagnostic Devce Evaluation and Safety
5. Compound Imaging
6. Freehand 3D Imaging
7. Live 3D1413 Imaging 510K
8. Imaging for guidance of biopsy
9. Imaging for guidance of nerve block injections
10. Imaging for guidance of central or peripheral lines
11. Volume Navigatioaflmage FusiordSonhm sT (available only with the GPS transducer)
12. BliM B/PW Doppler or CW Doppler, B/C/PW Doppler (Triplex) or CW Doppler (Triplex CW), B/Power Doppler/PN Doppler or CW Doppler,

Simultaneous Color Doppler or Power Doppler,
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

EC9-5I1O and EG9-5/1O GPS Microconvex Endocavity Radius Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application o.P-ldi E
_________________________ Doppler Doppler DcolerDopler Modes'" [Notes]

Ophthalmic

Fetal

Abdominal

Intreoperative'

Inlrooperalive Neurological

Pediatrc

Small Organ'

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal P P P p PP P (3-6,8,111

Transvaginal P P P P P P P [3-6.8.111

Transurethrat

Transcranial

Peripheral Vascular

Laparoscopic

MSI< Conventional

MSI( Superficial

Vascular Access

Nerve Block

Other

N = New, indication; P =Previously cleared under K093462

Note.:
1 . Abdominal organs and vascular
2. Breast, Thyroid, Testicle -
3. Elastography vision Sign-Of
4. Panoramic Imaging Division of Radioloical Devices
5. Compound Imaging Office Of Ini Vitro Diagnostic Device Evaluation and Safety
6. Freehand 3DImaging
7. Live 3D/4D Imaging 51OK fti h ) f~
8. Imaging for guidance of biopsy
9. Imaging for guidance of nerve block injections
10. Imaging for guidance of central or peripheral lines
11. Volume Navigation/image Fusion/SonGPSm (available only with the GPS transducer)
12. DIM, B/PW Doppler or CW Doppler, B/CIPW Doppler (Triplex) or CW Doppler (Triplex CW), B/Power OopplerIPW Doppler or OW Doppler,

Simultaneous Color Doppler or Power Doppler.
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HST1 5-8(20 Linear Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

BlnclAplcto M PW CW Color Power Combined Other
______________________Doppler Doppler Doppler Doppler Modes" [Notes)

Ophthalmic

Fetal

Abdominal

Inlroperalive'

lnitraperelive Neurological P P P P P P P (3-6,8]

Pediatric P P P P P P P (3-6,B]

Small Organ' P P PP PP P (3-6.81

Neonatal Cephalic P P P P P P P (3-6.8]

Adult Cephalic

Cardiac

T ra n aso p ha eal

Tra nstalrI

Tran avagpin a

Transuretiral

Transcranial P P , I P p P [&-6.]

Peripheral Vascular P P P P P P P (3-6,81

Lapa rosco pie,

MvSK Conventional P P I P P P P P [M,681

M5K Superficial P P PP P P P [3-6,8j

Vascular Access P P P P P P P [3-6.0.10]

Nerve Block P P P P P P P [3-6.8.9]

N = New indication; P Previously cleared under K093462

Notes:
1. Abdominal omeans and vascular
2. Breast, Thyroid, Testicle 

23. Elastography (Division sign-Off)
4. Panoramic Imaging Division of Radiological Devices
S. Compound Imaging OffiCe OflIn Vitro Diagnostic Device Evaluation and Safety
6. Freehand 3D Imaging
7. Live 3D14D Imaging 510K
8. Imaging for guidance of biopsy
9. Imaging for guidance of nerve block injections
10. Imaging for guidance of central or peripheral lines
11. Volume NavigationImage FusionJSoixGpSTM (available only with the CPS transducer)
12. B/HA, B/Pow Doppler or CIN Doppler, B/C/PW Doppler (Triplex) or CW Doppler (Triplex CIN). B/Power Doppler/PW Doppler or CW Doppler,

Simultaneous Color Doppler or Power Doppler.
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

L-9-4/38 Linear Transducers

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application PW CW Color Power Combined Other

____________B_____A__ Doppler Doppler Doppler Doppler Modes" [Notes]

Ophthalmic

Fetal P P p P P P P 13-6,81

Abdomrinal P P, p' P P P 13.6,8]

lfltaoperalive'

Intraoperative Neurological

Pediatric P P , P P pIP P [3-6.8]

Small Organ' p P P P P P [3-6.81

Neonatal Cephalic P P P P P P P [3-6.81

Adult Cephalic P P P P P p P 13-6,11]

Cardiac

T ra nsaso pha geal

Tranarhctal

Transvaginal

Traru ireIh ral

Iranscranial

Peripheral Vascular p p, p P P P p P36,81

La pa rosco pit

MSI( Conventional P P P P P p p [3-6.81

MSK Superficial P P P P P P P [3.6,81

Vascular Access P P P I pp P [3-6,8.10]

Nerve Block P P P P Pp P f3I-6,8,9j

Other

N = New indication; P =Previously cleared under K093462

Notes:
1. Abdominal organs and vascular 

O vs nS a f2. Breast, Thyroid, Testicle 
Diso gnOt3. Elastography Division of Radiological Devices4. Panoramic Imaging Office of In Vitro Diagnostic Device Evaluation and Safety

5. Compound Imaging
6. Freehand 3D Imaging
7. Live 3D/14D Imaging 1K Lj

8.Imaging for guidance of biopsy
9. Imaging for guidance of nerve block iniections
10, Inm'aging for guidance of central or peripheral tines
11. Volume Navigation/Image Fusion/SonixGPSTM (available only with the GPs transducer)
12. BIM, B/PW Doppler or CW Doppler. B/CWPW Doppler (Triplex) or CW Doppler (Triplex CW), B/Power Ooppler/PW Doppler or CW Doppler

Simultaneous Color Doppler or Power Doppler.
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

L14-5/38 and L14-5138 OPS Linear Transducers

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application M PhV CW, Color Power Combined Other
________________B_____ Doppler Doppler Doppler Doppler Modes1

' [Notes]

Ophthalmic

Fetal P P P P P P P 13.6.8.111

Abdonmal P, P J? P P P P 13-6,8,1 11

Intraoperative'

Luntoperalve Neurological

Pediatric P p, p P P P P [3-6.8.1 lj

Small Organ' P PI P P P P 13.6.8,11]

Neonatal Cephalic P, P PIP P P p[.6,8,11]

Adult Cephl p p P P P P P [3-8.8,11)

Cardiac ____

Transesophageal

Trngectl

Transvaginal

Transuratbral

Transcranial

Peripheral Vascular P P P P P P P [3-6,B,11]

L-aparoscopic

MSK Conventional P P P P P P P [M,68.111

MSK Superficial p p p P P P P 13.6,8.111

Vascular Access P I P P P P P [3-8,8,10.1I]

Nerve Block P P P P P P P [3-6,8.9.111

Other

N - New indication; P =Premously cleared under K093462

Notes:

1., Abdominal organs and vascular
2. Breast, Thyroid. Testicle(Dvso 

inff3. Elastography Dsno
4. Panoramic Imaging of isono Radiological Devices
5. Compound Imaging Office ofIn Vitro Diagnostic Device Evaluation and Safety
6. Freehand 3D Imaging
7. Live 3D14D Imaging 510K (e
8& Imaging for guidance of biopsy
9. Imaging for guidance of nerve block injections
10. Imaging for guidance of central or peripheral lines
14. Volume Navigation/image FusionSonixGPSm (available only with the GPS transducer)
12. BIM. B/PW Doppler or CW Doppler. B/C/PW Doppler (Triplex) or CW Doppler (Triplex OW), B/Power Doppler/PW Doppler or CW Doppler.

Simultaneous Color Doppler or Power Doppler,
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

Li 4-5W/GO Wide Linear Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Idode of Operation

ClnclApiainB M Pw CW Color Power Combined Other
Doppler Doppler Doppler -Doppler Modes"2  

[Notes)

Ophthalmic

PetalP P P P P P P [3-6,81

Abdominal P P P P P P P 13-6.81

I ntramSpa rat ive'

intraolperalive Neurological

Pediatric P P P P P P ~ [3 6.8]

Small Organ 2  
P P P P P, P P (3-6,8]

Neonatal Cephalic P P P P P P P [3-6.81

Adult Cephalic P P P P P P P [3-6,81

Cardiac

I ra n seso p hag al

Transreclal

Transvaginal

Trorisurathrat

Tra nacrania I

Peripheral Vascular P P - P P P P P [3-6,81]

Lapa ro sa p ic

MSK Conventional P P P P P P P [3-6,81

MSK Superficial P P P P P P P [3-6,81

Vascular Access P P P P P P P [3-6,8,10

Nerve Block P P PP P P P .[-6.8,91

Other

N = New indication; P Previously cleared under K093462

Notes:

1. Abdominal organs and vascular
2. Breast, Thyroid, Testicle ________________________

3. Etastagraphy (Division Sign-Off)
4. Panoramic Imaging Division of Radiological Devices
5. Compound Imaging Office of In Vitro Diagnostic Devce Evaluation and Safety
6. Freehand 3D Imaging
7. Live 3D/4D Imaging 

50
8. Imaging for guidance of biopsy
9. Imaging for guidance of nerve block injections
10. Imaging for guidance of central or peripheral lines
11. Volume Navigation/Image Fusion/Sonb(GPSnh (available only with the GPS transducer)
12. BIM, B/PW Doppler or CW Doppler. BIC/PW Doppler (Triplex) or OW Doppler (Triplex OW), B/Power Doppler/PW Doppler or OWy Doppler.

Simultaneous Color Doppler or Power Doppler.
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

PA7-4/112 Phased Array Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode ofI Operation ____

Clinical Application PW CW Color Powe r Combined Other
______________________ 1 O oppler Doppler Oopplferl 0oppler Modes"2  

[Notes]

Ophthalrmic

Fetal

Abdominal P P P P P P P P (3-6.81

inlroperative'

lrtlroperative Neurological

Pediatrc P P P P P P 2 P [3-6.8]

Small Organ'

Neonatal Cephalic P P P P P P P (3-6,81

Adult Caphai P P P P P P. P P (3-6,81

Cardiac P P P P P P P P (3-6.81

Transesophageat

Transreclal

T rans va gin a

Transureth rat

Transcranial P P P P P P P P [3M.8]

Peripheral Vascular

Latparos to pit

MSK Conventional

MSK Superficial

Vascular Access

Nerve Block

Other

N = New indication; P =Previously cleared under K093462

Notes:
1, Abdominal organs and vascular
2. Breast, Thyroid, Testicle
3. Elastography (Division Sign-Off)
4. Panoramic Imaging Division of Radiological Devices
5, Compound Imaging Office of In Vitro Diagnostic Device Evaluation and safety
6, Freehand 30lImagng
7. Live 30/40 Imaging 510K L i _2
&. Imaging for guidance of biopsy
9. Imaging for guidance of nerve block injections
10. Imaging for guidance of central or peripheral lines
11. Volume Navigation/image Fusioa/SonkxGPSU (available only with the GPS transducer)
12. B/M, BIPW Doppler or CW Doppler, B/C/PW Doppler (Triplex) or OW Doppler (Triplex CW), B/Power Doppler/PW Doppler or OW Doppler

Simultaneous Color Doppler or Power Doppler.
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

SA4-2124 Phased Array Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of operation

Clinical Application PI W Color Power Combined Other
____________B________ Doppler Doppler Doppler Doppler Modes'' (Notes]

Ophthalmic

Fetal

Abdominal P P, P P P, p P P [3-5.81

lnreaoperative'

lntraoperative Neurological

Pediatric P P P P P PIP P (3-6,8]

Small Organ'

Neonatal Cephalic P P P p P P P 13-S,81

Adult CephalicF p p P1 P p jP P (3-68[1

Cardiac P p P p P p P P [3-5.81

Transesophageal

Trans rectai

Transvaginal

Transureiral

Transcranial P P P P P PP P [3-681

Peripheral Vascular

La paro scop ic

MSI< Conventional

MSK Superficial

Vascular Access

Nerve Block

Other

N = New indication; P Previously cleared under K093462

Notes:

1 . Abdominal organs and vascular
2. Breast. Thyroid. Testicle ' '
3. Elastography Oft)of Sg
4. Panoramic Imaging Divsion of Radiological Devies
5. Compound Imaging Office of In Vitro Diagnostic Device Evaluation and Safety
6. Freehand 3D Imaging 

\ (D q 27. Live 3D140 Imaging 510K l' J lt
8. Imaging for guidance of biopsy
9. Imaging for guidance of nerve block injections
10. Imaging for guidance of central or peripheral lines
11. Volume Navigation/image Fusior/SonlxGPSN (available only with the GPS transducer)
12, BIM, B/PW Doppler or CW Doppler, BJC/PW Doppler (Triplex) or CW Doppler (Triplex CW), 8/Power Doppler/PW Doppler or CW Doppler,

simultaneous Color Doppler or Power Doppler

16

Prescription Use Only



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

mTEES-3/5 Transesophageal Phased Array Radius Transducer

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application BP v aor Pwr Cmie t~
A Doppler Doppler Doppler Doppler Modes'2  

[Notes]

Ophthalmic

Fetal

Abdominal

intraoperalive'

lntraoperaive Neurological

Pediatric

Smalt Organ2

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal P P P P P P P

Transrectal

Transvaginal

Transurethral

Transcranial

Peripheral Vascular

La pa ro scop ic

MSK Conventional

MSK Superficial

Vascular Access

Nerve Block

Other

N = New indication; P =Previously cleared under K<093462

Notes:

1. Abdominal organs and vascular
2. Breast, Thyroid, Testicle (Division Sign-Oft)
3. Elastography Division of Radiological Devices
4. Panoramic Imaging Office of In Vitro Diagnostic Device Evaluation and Safety
5. Compound Imaging
6. Freehand 3D Imaging ~\ ' g j
7. Live 3D/40 Imaging SICK<
8. Imaging for guidance of biopsy
9. Imaging for guidance of nerve block injections
10. Imaging for guidance of central or peripheral lines
11. Volume Navigation/image FusionlSonixoPSM (available only with the GPS transducer)
12. B/M, B/PW Doppler or CW Doppler, B/C/PW Doppler (Triplex) or CW Doppler (Triplex CW), S/Power Doppler/PW Doppler or OW Doppler,

Simultaneous Color Doppler or Power Doppler.

17

Prescription Use Only


